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PHYSiCiAN j&BEi:?!iS il 

PROPRIETARY NAME (ESTABLISHED NAME) 

Patfents should 
infection (AIDS) 

be counseled that this product does not protect against HI!, 
and other sexually transmitted diseases. 

DESCRIPTION [Supplied by manufacturer] 

CLINICAL PHARMACOLOGY 

Combination oral contraceotives act by suppression of gcnadotropins. Although 
the primary mechanism of this action is inhibition of ovulation, other aitera- 
"Lions include changes in the cervical mucus (which increase the difficulty of 
sperm entry into the uterus) and the endometrium (which reduce the likelihood of 
implantation). 

INDICATIONS AND USAGE 

Oral contraceptives are indicated for the prevention of pregnancy in women who 
elect to use this product as a method of contraception. 

Oral contraceptives are highly effective. Table 1 lists the typical accidental 
pregnancy rates for users of combination oral contraceptives and other methods 
of contraception. 
tion. 

The efficacy of these contracaotive methods, except steriliza- 
deoends upon the reliability with which they are used. 

consistent use of methods can result in lower failure rates. 
Correct and 
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TABLE I: ?2rcentage of women experiencing a 
f;:rst year of perfect us, 

contrac+;ve failure during the 
= and first y2ar OT typical use. 

_------ _--em------ ___--------_--------- ___-_--______-______-------------------- 
," of &men Experiencing an Accidental Pregnancy within the 

First Year of Use 
Method Typicai Use' Perf2c-i us2’ 
_--me----- _---m- __-------------- _____-___---____------------------------------- 

Chanc2 

Spermjcides 

Periodic abstinenc2 

85 85 

6 21 

20 1-9 

19 4 Withdrawal 
Cap 

Parous 
Nui 1 iparous 

26 
9 

Sponge 
Parous 
Nulliparous 

36 20 
18 9 

18 6 DiaDhragm 
Conhom 

Female 
Male 

2s 
12 

5 
3 

3 Pill 
Proaestin only 
Combined 

IUD 
Progest2rone 
Copper T 380A 

0.5 
0.1 

2 
0.8 

Injection (Depo-Provera) 0.3 0.3 

Implants (Norplant) 0.09 0.09 

;:45 Ko Female sterilization 
Male sterilization 

1 Among typica couples who initiate use of a method (not necessarily 
for the first time). the percentage who experience an accidental 
pregnancy during the first year if they do not stop use for any other 
reason. 

2 Among couples who initiate us2 of a method (not necessarily for the 
first time) and who use it perfect 7y (both consistently and correct- 
ly), the percentage who experience a; accident,al pregnancy during the 
first year if they do not stop us2 tar any otner reason. 
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Emergency Contraceptive Pills: Treatlr;leflt j nj tj -A CL& wi zhin 72 hours after 
unpro~xted intercourse reduces the risk of przsn;;ncy by 2: least 75X.3 

Lactational Amenorrhea Method: LAM is a highly effective. temporary method of 
contracepti on.4 
_^------------------------------------------------------------------------------- 
Adapted with permission'. 

3 The treatment schedule is one dose as soon as possi:ble (but no more than 
72 hours> after unorotected intercourse. and a second dose 12 hours after the 
first dose. The hohones that have been studied in clinical trials of postcoital 
hormonal contraception are found in the following brands of oral contraceptives : 
Nordette. levlen. Lo/Ovral (1 dose is 4 pills). Triphasil, Tri-levlen (1 dose is 
4 yellow pills). and Ovral (I dose is 2 pills). 

..-J 4 However, to maintain effective protection against pregnancy, another 
method of contraception must be used as soon as menstruation resumes, the 
freauencv or duration of breastfeeds is reduced. bottle feeds are introduced, or 
the'baby'lreaches six months of age. 
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WARNINGS 

, Cigarette smoking increases the risk of sericcs cardiovaszular side effects 
from ora j conGLr-ran' I s,,,Llve ls?. This risk i ncxzzs with age and with heavy 
smoking (15 or more cigarettes per day) and is quite marked in women over 
35 years of age. Women who use oral contraceptives shculd be strongly 
advised not to smoke. 

The use of oral contraceptives is associated with incmsd risks of several 
serious conditions includina myocardial infarction, thromboemboiism. stroke, 
hepatic neoplasia. and gallbladder disease. although the risk of serious 
morbidity or morL ;ality is very small in healthy, women without underl-ying risk 
factors. The risk of morbidity and mortality -increases significantly in the 
presence of 0th er underlyina risk factors such as hypertensfon. hyperlipidemias, 

* obesity and diabetes. 

Practitioners prescribing oral contraceptives should be familiar with the 
following information relating to these risks. 

The information contained in this package insert is"principa?ly based on studies 
carried out in patients who used oral contraceptives with hither formulations of 
both estrogens and progestogens than those in common use today. The effect of 
long term use of the oral contraceptives with lower formulations of both 
estrogens and progestogens remains to be determined. 

Throughout this labeling. epidemiological studies reported are of two types: 
retrospjctive or case control studies and prospective or cohort studies. Case 
control studies provide a measure of the relative risk of a disease, namely. a 

.'r 
..;/ 

ratio of the incidence of a disease among oral contraceptive users to that among 
nonusers. The relative risk does not provid, Q information on the actual clinical 
occurrence of a disease. Cohort'studies provide a measure cf attributable risk. 
which is the diff erence in the incidence of disease between oral-contraceptive 



users and nonusers. The attributable risk Sons provide --formation ab2ut th: 
actuai occurrence of s. disease in the popula:;on (Adapt,: from refs. and 

: with the author's permission). for furtner information. ;r.e reader is referred 
to a 72xt on epidemiological methods. 

1. -W?OMBOEMBOLIC DISGF?DE."IS AND OTtiE2 VASCUL.% PROBL%S 

a. Myocardial infarction 

An incraassd risk of h c ;nyocardial infarction has been attributed to oral 
contraceptive use. _ Thic risk is primarilv in smckers zr wcmen with other 
underlying risk factors for coronary artgrv disease szcn as hyoertension. 
hypercholesterolemia. morbid obesity, and diabetes. The r?jat' ive risk of heart 
a$$t5k8ioPr current oral contraceptive users has been e~~;,.,~.,~~ to be two to six 

i; -;-=+, 

( ,, .< 1. The rjjk ij very low under the age of 30. 

Smoking in combin ation with oral contraceptive use has bee: shown to contribute 
substantially to the incidence of myocardial infarction in wcmen in their mid- 
thirties or older wi;h smoking accounting for the majorit;/ of excess cases (">. 
Mortality rates assoc,~,,~ 4 -+or' w-j th cj rcul atory dj seas2 have 2x1 shown to increase 
substantially in smokers over the age of 35 and non-smok=. *rs over the age of 40 
(Table II) among women who use oral contraceptives. 

TABLE II. (Adapted from P.M. Layde and V. Beral, ref.+ ".:i 

CIRCULATORY DISEASE MORTALITY RATES PER 100,000 
WOMEN YEARS BY AGE SMOKING STATUS AND ORAL CONTFXEPTIVE USE 

I f 
AGE EVER-USERS EVER USERS CONTROLS CONTROLS 

NON-SMOKERS SMOKERS NON-SMOK3.S SMOKERS 

15-24 0.0 10.5 0.0 I 0.0 

25-34 I b.4 I 14.2 I 2.7 4.2 

35-44 a-, 31 j 63.4 I 6.4 15.2 

4% I 52.4 206.7 11 b&. Li I 27.9 

Oral contraceptives may compound the effects of well-known risk factors, such as 
hypertension. diabetes. hyperlipidemias. age and obesity (13). In particular, 
some progestogens ar, 
erance. while 

1 known to decrease HDL cholesterol and cause gluc0s~0~n&oJ,- 
estrogens may create a state of hyper'nsulinism ( * * * *- 

'8). Oral contraceptives have been shown to inc, -ease blood pressure among users 
(see section 9 in WARNINGS). Similar effects on risk factors have been asso- 
ciated with an increased risk of heart disease. Oral contraceptives must be used 

-li' with caution in women with cardiovascular disease risk factors. 



i Y. 7nrombGembol i sm 

‘*I- .F. I ; ncyxssrj risk of thrsmboem50; j c 2nd jy-irmbc,,-; c dj s2ase asjocj a;$ wj -,3 the 
!ICS sf ora ewe 1 CCJntraC-;j VeS js !.,ej 1 es;&1 j Sl”le5. t;;Sz C,snTrO; s,>$ es ha\/5 fcund 

the relative risk of users compared to non-users ro be 3 for the fjrst esjsod? 
oi superficial v em2 thrombcs;s, 4 'io II for 222g vein thrgmbcsts or pu?.mcnary 
2mSolism. and 1.5 To-5 for womer: with Gredisposing conditions for vencus thrombo- 
em5olic disease ( ~.;.19.20,21.22.2~.2~~ 

/ . Cohort jtcdi2S have shcwn the rela- 
'-, ; , ve risk to be scmehhat lower. abouz 3 for new casss and about S.,- for new caszs 
requiring hospjtalizatjon ('?. The risk of thrombcembolic djsease due to oral 
contraceptives is not related to length of use and disappears af-,er piil use is 
S Topped (9. 

A taco-to-four-fold increas? in relatjve risk of past-ooeraxive thr;m&Jbolic 
cxolications has been reported wit;h the use of oral contraceptives ( I- ). The 
relative rsk of vencus thrombosis in women who have prrdis?cs;nS_.cond;~~,~~s is 
t:dj f 2 that of women :qithout such medical conditions ('*"). -^ ~easibie. oral ii 
cmtrace$~ives should be discxtjnued at least four weeks prior t:, and for txo 
weeks after elective surgery of a type assocjated with an increase in r?sk 07 
t;hromboemboljsm and during and following proiong.ed immobilization. Since the 
i ITmedi ate post-partum period is also associated with an increased risk of throm- 
boenboiism. oral contraceptives should be startad no earlier than four to sfx 
.w2eks aft, er delivery in women who elect not to breast feed. 

c. Cerebrovascular diseases 

Oral contraceptives have been shown to increase both the relative and attrjbut- 
able risks of cerek-ovascular events (thrombotic and hemorrhagic strokes). 
althouah. in general, 
women who also smoke. 

the risk j.s greatest among older (~35 years). hypertensive 
Hypertension was found to be a risk factor for both users 

and non-users. for both types of strokes. whSle smoking interacted to increase 
the risk for hemorrhagic strokes (27,2E@2g). 

in a large study, the relative risk of thrombot?c strokes has been shown to range 
from 3 for normotensive users to 14 for us2rs with severe hypertension (30>. 
Tne relative risk of hemorrhagic stroke is re?orteQ to be 1.2 for non-smokers who 
used oral contraceptives. 2.6 for smokers who did not use oral contraceptives, 
7.6 for smokers who used oral contrace9tive.s. 1.8 for normotensjve users and 25.7 
for users with severe hypertension (3u>. The attributable risk is also greater 
in older women (3). 

d. Dose-related risk of vascular disease from oral contraceptives 

A positive association has been observed between the amo_unt of estrogen and 
p;p$?s3togen 
( ' * 1. 

in oral contraceptives and the risk OT vasclilar d'sease 
A decline in serum high density lipoproteins (HDL) nas been r-e- 

ported with many progestational agenx ('&16). A decline in serum high densSty 
lipoproteins has been assoclaL.-U '-'ad with an increased incidence of ischemic heart 

‘-;j disease. Because estrogens increase HDL cholesterol, the net effect of an oral 
contraceptive depends on a balance achieved between doses of estrogen and proges- 
togen and the nature and absolute amount of progestogens used in the contracep- 



Minimjzing exposure to es trcgen and prog2stogen is in keqing with good princi- 
pies Of therapeutics. For any particular estrogen/prFgestogen combination.the 
dosage regimen prescribed should be one lr/hich contains de least amoIunt of estro- 
~23 and ?rogestogen that is compatible with a low failure rat2 and the needs of 
the individual patient. New acceptors cf ora contraceptive agents should be 
started on preparations containing the lowest estrogen content which produces 
satisfactory results in the individual. 

D u. Persistence of risk of vasclular disZs2 

There are two studies whjch have sho\tin cersist~nca of risk of vascular dis2ase 
for every us,, =r of or-21 ContraceSjves. I,7 a sy--L$v j ry the Unftscf jtatss. the risk 
Gi d2veIoping myocardial infardtyon aft2.r disc&f wing oral ccntracep;ives :oer- 
jjS?j for 21 1 east 9 years for wcmen 40-49 years Z.&c had US23 ora! contraceptives 
for f?:ve or more years, but this increased risk j&as Tot dcaonstrated in other age 
groups (9. In another study in Great 5r?tain. tk risk*'6 develooino cerebro- 
VF!,SC’J’i ?T d'sease persisted for at 1~s: 5 years aft2r discont?nuaL! LAG& of oral 
contraceptives. although excess risk was very small c3">. However, both studies 
wer2 performed with oral contraceptive formulat;ons containing SO micrograms or 
more of estrogen. 

2. ESTIMATES OF MORTALITY FROM CONTRXXIVE USE 

On2 study gathered data from a variety of sources which have estimaI2d the mor- 
taiity rate associated with different methods of ccntraception at different ages 
(Tab12 III). These estimates include the combi ned risk of death associated w;th 
contrac2ptive methods plus the risk attributabi2 to pregnancy in tk event of 
method failure. Each method of contraception has its specific benefits and 
risks. The study concluded that with the exc2ztion of oral contraceptive us2rs 
25 and older who smoke and 40 and older who do not smoke, mortality associated 
with all methods of birth control is icw and below that associated with child- 
birth. 

Tne observzIion of a possible increas2 in risk of mortality with age for oral 
contrace?tfve users is based on data gathered in the 1970's - but not reported 
unzfl 1983(35). However, current clinical practice involves the us2 of 1 owe? 
Etstrogen formulations combined with careful res,, --iction of oral contrac2ptive us2 
to women who do not have the various risk factors listed in this labeling. 

Becaus2 of these changes in practice and. also, because of some 1 imi ted new data 
which suggest that the risk of cardiovascular disease with the use of oral con- 
traceotives may now be less than previously observed(36.37), the Fertility and 
Materna 1 Health Drugs Advisory Commit',22 was asked to review the toxic in 1989. 
The Committee concluded that although cardiovascular disease rjsks may be 

I increased with oral contraceptive use after age 40 in healthy non-smoking women 
(even with the newer low-dose formulations). there are cireater potential health 
risks associated with pregnancy Sn oldbd =r women and with the alternative surgical 
and medical procedures wnich may be n,,t, =c-csary if such women do not have access 



Therefore. the Committee rxxmmended that the benefizs of or21 conizracegtive us? 
by heal-,?y non-smoking wcmen eve, r 40 may outweigh the possibie risks. 07 course, 
01 de!- 'wcmen , as all women who take oral contraceptives. should take -Ihe lowest . . 

TABLE 111 - ANNUAL WUMBEi? OF BIRTH-RELATED OR METHOD- 
RELATED DE4T;-iS ASSOCIATE3 WITH CONTROL OF 
FERTILITY PER iOO.000 NCN-STERILE WOMEN. BY 
FERTILITY CONTROL METHOD ACCORDING TO AGE 

Method cf control 15-19 20-24 25-8 30-34 35-29 40-44 
and outcome 

No +rtj j 7 ty 7.0 7.4 9.1 14.8 25.7 28.2 
conxroi nethods* 

Ora? contraceptives 0.3 
non-smoker*+ 

Oral coiTtraceptives 2.2 
sirxka++ _I 

IUD* 

Condom* 1.1 

FJ;Ehragm/spermi- 1.9 
. ir 

Periodic abstinence 2.5 1.6 

0.5 0.9 

3 :4 6.6 

1.6 

1.2 

1.0 

0.7 

1.2 

1.6 

1.9 

13.5 

13.8 

51.1 

31.6 

117.2 

1.0 

0.2 

1.3 

1.7 

2.2 

2.9 

2.8 

3.6 

* Deaths are birth related 
*Deaths are method related 

Adapteti from H.W. Ory, ref. #35. 



C.--.a "".I.- S-,‘SC12S .s’d~~U -st that oral contraceptive use has been associated with an 
j rJC~~~C2 in the risk of cervical intro-epithe-ia 1 neoplasia in some populations 
Of ‘dG;il:!Y ( 

47.49.49.5Q \ 
J . However. there continues to be controversy about the 

e>c,e!l-, to which such findings may be due to c: I I_, .-. "z'ar~xzs in sexual behavior and 
G,ti2?- factors. 

' In s3i;e of many studies of the relationship between oral contraceptive use and 
b 2, F'- and cervical cancers, a cause and effect relationship has not been :-; K,ES, /SF,& 

d . :-:E?ATIC NEOPLASIA 

Beri a, I n hepatic adenomas are associated with oral contraceptive use. although the 
incidence of benign tumors is rare in the Unitec States. Indirect calculations 

have estimated the attributable risk to be in w - the range of 3.3 eases/100,000 for 
UC2"S, a risk that increases after four,or noI _ -= years of use ("'). Rupture of 
ra--a ._, benign, hepatic adenomas may cause aeath through intra-abaominal hemorrhage 
f 82.53 \ 
\ / . 

Studies from Britain have shown an increased risk of developing hepatoceliular 
C arcinona ( 54*55*56) in long-term (>a years) or-z1 contraceptive users. Howev- 
er. these cancers are extremely rar, e in the U.S. and the attributable risk (the 
SX cess incidence) of liv er cancers in oral contraceptive u,, C=TS approaches less 
than one per million users. 

5. OCULAR LESIONS 

mce have been clinical case reports of retinal thrombosis associated with the 
use of oral contraceptives. Oral contraceptives should be discontinued if,there 
is unexplained partial or complete loss Gf vision: onset of proptos!s or 
diplopia: papilledema; or retinal vascular lesions. Appropriate diagnostic and 
therajeutic m&c e-sures should be undertaken immediately. 

j 



-;-.. , I- - administration of oral contraceptiv2s to intiu +'Te withdrawal bleeding should 
YE, be U.s?d as a test for pregnancy. Oral cGnxrac2pxives should not be us2d . 
ar?nc Gr2gnancy to treat threatened or habitual abortion. It is recommended 
-,;a-. for anv pa.z:mt who has mjss2d twG cGns2cut;ve periods. Grecnancy stiould b2 
-;;led out b2fGre continuing oral cont;;ceptiv2 use. If -,he batient has not 

Lb- =--sra-n t0 Li it -us .-. -3 2,rcscrj bed schedule. Lil? PCS2 iTa I I -’ hG ’ jty of pregnancy , shogi d & 

-*.e j 22~26 at tile 
-.T.y- first missed pericd. Ora! contraceptive ~1.52 shculd b2 
,C: sc2n:i nued if pregnancy is confirmed. 

1 8 . -;L,LL3LADDEz ZiSEASE 

Z=cY j np -‘ * 1-1 stzdies fiave rep2rted an increassd ~?I,,;II~, "ST+-p relatjv 0 risk of gallbladder 
62.63 

sL’rc2r\/ in us23 of oral contraceptives and 2strGgens ( 1. More rec2nt - .f 
r;-. rr' 'S hOW?J?” , have shown that the rer --u-,a , 'ative risk of de;/elc~ing g?llbiadder 
cs22 s2 among cral con9 'raceptive us25 may be minimal (0c*65*d6j. ihe recent 
3ndinas of minimal risk may be relatec ' to the us2 of oral contraceptive formula- 
Yens iontaining lower hormonal doses of estrogens and progestogens. 

5.. C,VJOHYDtiTE AND LIPID METABOLIC rrrrs,S 
r--C "7 

13ral contraceptives have been shown to cauS2 glucose intolerance in a significant 
2. --c2ntage GT us2rs ("). Oral contraceptives containing greater than 75 micro- 
sams of estrogens caus2 hyp-erinsulinism. while lower doses of estrogen cause 
.iS=,SS glucose intoleranc2 lo'). Prog2stogen.s increase insulin secretion and 
create iF:;-li n resistance. this effect varying with different progestational 
ZgStS ( ' >. However, in th, 0 non-diabetic woman, oral contraceptives appear 
3 have no eff2ct on fasting blood glucose ("9). Because of these demonstrat2d 
rffects. prediabetic and diabetic women should 5, I* carefully observed while taking 
3x1 contrac2ptives. 

Ip, small GropGrtiGn of wGmen will have persistent hypertriglyceridemia while on 
Lf Dill'. As discussed earlier (see Warnings la. and 1.d). changes in serum 
Tiglycerides and lipoprotein levels hav, = been reported in ora? contraceptive 
-sers. 

s de ELEVATED BLOOD PRESSURE 

Ai7 increa se in blood pressur, e has been reported in wGmen taking, oral contracep- 
ives ('O) and this increase is more likely in older oral contraceptive users 
fyi) and with continued use ('O). Data from the Royal College of, General 
z---'itioners (12) and subsequent randomized trials have shown that the incidence I G-L 
-5 -: hypertension increases with increasing concentrations of progestogens. 



i'ne ozset or exacerbation of mi araine or cei:e;opment oi headache with a nzaj 
PGLk ---=m which is recurrent. persiftent or sever' _ requi rzs discontinuation of oraJ 
C0T-l~ :rzceptives and evaluation of the cause. 

11. zL?EQING iRgEGULA.RiTIES 

Breakthrough bl eedina and spotting are sometimes encountered in patients on oral 
cob - rzc?qTl ves . espezially during the first three months of use. Non-horTona' 
caUc=c -a- should be considered and adequate diagnostic measures taken to rule out 
malignancy or pregnancy in the event of breaKIIII '---ough'bleeding. as in the case 07 
any asnormal vaginal bleeding. If pathology has bean excluded, time or a change 
tc another formuiation may solve the probiem. In the event 07 amenorrhea, preg- 
nancy should be ruled out. 

Some women may encounter post-pill amenorrhea or oligomenorrhea, especially when 
such a condition was pre-existent. 

PRECALJTIONS 

1. General 

Patients should be counseled that this product does not protect against HIV 
infection (AIDS) and other sexually transmitted diseases. 

2. PFZSICAL EXAMINATION AND FOLLOW UP 

It is good medical practice for all women to have annual history and physical 
examinations. including. women using oraJ contraceptives. The physical 
exanimtion. however, may be deferred until after initiation of oral contracep- 
tives if reauested by the woman and judged 
physical examination should include special 

appropriate by the clinician. The 
reference to blood pressure, breasts. 

abdczn and pelvic organs. including cervical cytology. and reievant laboratory 
tests. In case of undiagnosed. persistent or recurrent abnormal vaginal 
bleeding. appropriaL, i~ measures should be condu cted to rule o&malignancy. 'Women 
with a strong family history of breast cancer or who have breast nodules should 
be mcnitored with particular care. 

3. LIPID DISORDERS 
..-2' 

Woms who are being treated ior hyperlipidenias should be followed closely if 
they elect to use oral contraceptives. Some progestogens may elevate LDL levels 
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2nd may render the control of hyperlipi&d~S iiior? difficult. 

I’ 



Drar contraceotives may cause some degree of fluid retention. They should be 
prescrijed wi'th caution, and only with careful monitoring, in patients with 
oonditions which might be aggravated by fluid retention. 

c; V. EfiGTI0NA.L DISORDERS 

‘p/Cprl I_#. !;:ith a history of depression should be carefully observe< and the drug 
discor$fnued if depression 'recurs to 3 serious 2gree. 

7. CONTACT LENSES 

Contact lens wearers who develop visual' changes or changes in lens tolerance 
should be assess4 by an obhthaimologist. 

8. DRL'G INTSWTIONS 

Reduced efficacy and increased incidence of br=:,, *=kthrough bleeding and menstrual 
irregularities have been associaLcu Aod with concomitant use of rifampin. A similar 
association, thouah less marked, has been suggest &ad with barbiturates. phenyl- 
butazone. ohenytGn sodium, and possibly WiLh griseofuhin, ampicillin and 
tetracyclities ('"1. 

9. INTS,RACTIONS WiTH LABORATORY TESTS 

C artain endocrine and liver function tests and blood components 
bi'oral contraceptives: 

may be affected 

a. increz sed prothrombin and factors VII. VIII, IX, and X: decreased anti- 
thrombin 3: increased norepinephrine-induced platelet aggregabiiity. 

b. Increased thyroid binding globulin (TBG) leading to increased circulating 
total thyroid hormone, as measured by protein-bound iodine (PSI), T4 by column 
or by radioimmunoassay. Free 13 resin uptake is decreased, reflecting the 
elevated Tl3G. free T4 concentration is unaltered. 

c. Other binding proteins may be elevated in serum. 

d. Sex-binding globulins are increased and result in elevated levels of total 
circuiatinc sex steroids and corticoids: however, free or biologically active 
levels remsin unchanged. 

'-..J 
e. Triglycerides may be increased. 



c!. Sgr!m folaie iOVe1S may bL a deDreSS?d by OrZi c.Znir?C2!??<\/2 ‘,h2rZpy. : This may 
62 of .:jjnicai s'gnificanc2 if a woman becomes pre,gnan-r: snor-,ly after discontinu- 
ing oral contraceptives. 

10. C;KINOGENESIS 

See WARNINGS section. 

il. FREGNANCY 

Pregnancy Category X. See CONTRAINDICATIONS and WARNINGS sections. 

i2. NURSING MCTHERS 

Small amounts of oral contraceptive steroids ha:!e been identified in the milk of 
nursina mothers and a few adverse effects on the child have been reported. 
including jaundice and breast enlargement. In addition, oral contraceptives 
given in the postpartum period may interfere with lactation by decreasing the 
auantity and quality of breast milk. If possibie, the nursing mother should be 
idvised not to use oral contraceptives but to use ether forms of contraception 
until she has completely weaned her child. 

INFOFU$-i-ION FOR -THE PATIENT 

See Patient Labeling Printed Below 

ADVERSE REACTIONS 

An increased risk of the following serious adverse reacticns has been associated 
with the us2 of oral contraceptives (see Warnings section). 

Thrombophiebitis 
Arterial thromboembolism 
Pulmonary embolism 
Myocardial infarction 
Cerebral hemorrhage 
Cerebral thrombosis 
Hypertension 
Gall bladder disease 
Hepatic adenomas or benign liver tumors 

There is evidence of an association between the following conditions and the use 
of oral contraceptives. although additional ccnfirmatory studies are needed: 

C Mesenteric thromboiis 
0 Retinal thrombosis 



(such as abdoajnal crzm;cs and bloat jng) 

f- - ~53orrnea 
c T=ziporary infertility after discontinuation of treatment 
e 1 -=ri;a --a 
c u- .- asma which may persist 
- =-zast changes: tenderness, enlargement, secretion - +. 
2 3'.:.nge in weight (increase or decrease) 
C Z-znge in cervical erosion and secrer70n 
c: ~-xinution in lactation when given immediately postpartum 
c -'--I 2si-ti c j aundi c2 - .Id 
c +f~a';ne , 
c F.7, -' (allergic) 
2 'S7zal dcprQssicn 
0 ?,-' --%ced &l&axe to carbohydrates 
c =zinai candidiasqs 
e %noe in cornea1 curvature (steepening) 
c -..,-d ---?I prance to contact lenses 

The fc i . --xix adverse reactions have been reported in users of oral contracep- 
tives. tnS the association has been neither confirmed nor refuted: 

0 5-=- menstrual syndrome 
c --aracts 
c Zxnges in appetite 
s Zysitis-ljke syndrome 
c 'Stiache 
c Nervousness 
c c .. c-xi ness 
C L_:L-sutism (1.. ‘ 
o '2~s of scalp hair 
C =-*hema multiform 
C E-$thema nodosum 
c :+morrhagic eruption 
c 'iqi ni ti s 
C ?zrphyrja 
s 3~aired renal function 
c 'Smolytic uremic syndrome 
c 5Ad-Chjari syndrome 
c ae 
C ,Zznaes in libido 
0 a>lj;Lis 
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OVERDOSAGE 

Serious iY1 effz:s havt not been repor:?': 707 -: owj q acut ingestion of large 
doses of zra- cpntraceptives by young cni iaren. %erdosage may cause nausea, an< 
withdrawal bi&ing may occur in females. 

NON-CZG?ACE?TIVE HEALTH BENEFITS 

The following ncn-contraceDtive health benefits related to the use of oral 
contraceptives are suppori- +-id by epidemiological studies which largely utilized 
oral contract,L -n&i ve formul at i ons contai ni ng $2 ‘6 ;7 7i 79 3. troaerl doses exeeding 0.025 mg of 
ethanol estra'dici or 0.05 mg of mestranoi ( *' ' ' * ' >. 

Effects on menses: 

0 incr2as 2d menstrual cycle regularity 
c har-aaS=" UlU. w- + blood loss and decreased incidence of iron deficiency anemia 
0 hc-aa -La sed incidence of dysmenorrnea 

==zcr c 
ii ! ,“,b related to inhibition of ovulation: 

0 d2c; k” -=sed incidence of functional ovarian cysts 
0 +a.rrsl L--, ,:s2d incidence of ectopic pregnancies 

Effects from long-term use: 

0 

0 
0 
0 

DOSAGE 

d=--c=s24 incidence c-a C" 
breast 
@--ased incidence c-l ue 
decrea s2d incidence 
d--as4 incidence u-3 b" 

AND ADMINISTRATION 

Of 

Of 
Of 
Of 

ffbroadenomas and fibrocystic ciis2zse of the 

acute pelvic inflammatory disease 
endometrial cancer 
ovarian cancer 

To achieve maximum contraceptive effectiveness, (insert name of the drug) must 
be taken exactly as dirbbLr =+od and at intervals not exceeding 24 hours. 

[(Manufacturer to supply appropriate information regarding endometriosis and 
hypermenorrhea where applicable.) 

(Manufacturer to supply information on routine administration and specific 
instructions on handlina problems such as breakthrough bleeding, amenorrhea, etc. 
that acre s with the simplified. standardized text (HOW TO TAKE THE PILL) for the 
patient.] 

HOW SUPPLIED 

[Manulcl.. '-Furer to supply informaii L'on on availabie.dosage forms, potency, color, 
and packaging.] 

DATE OF LATEST REVISION: Aug 1% 
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IAEFING GJIDANCE FOR COMBINATICN ORAL CONTWCEPTIVES 

PATIENT PACKAGE INSZT 

PROPRIETARY NAME (ESTABLISHEg NAME) 

This product (like all oral contraceptives) is 
CY. it does not protect against HIV infection 
transmitted diseases. 

intended to prevent pregnan- 
(AIDS) and other sexually 

3ral contraceo;ives. also known as "birth control oiils" or "the pill", are taken 
to prevent pregna ncy and when taken correctly. hive a failure rate of about 1," 
per year when used wi';hout missing any pills. The typical failure rate of large 
numbers of pill aers is less than 3: per vear when wcmen who miss pills are 
included. For most women oral contracep&es are also free of serious or 
unpl easant s 1 ,se effects. However, iorget:Lng to take pills considerably 
increa ses the chances of pregnancy. 

for the majority, 07 women. oral contraceptives can be taken safely. But there 
are some women wnc are at high risk of developing certain serious diseases thar 
can be 1 j fe-j-hrea+e ning or may cause temporary permanent disability. The risks 
assocj ated wl; th taking oral contraceptives increase significantly if you: 

0 smoke 
o have hi @I blood pressure, di abet%, hish chol esterc~l 
0 have or have had cl otti ng disorders, heart attack. stroke, an@ na 
pectoris. cancer of the breast or sex organs, jaundice or malignant or 
benign liver tumcrs. 

YOU should not take the pill if you suspect you are pregnan; or have unexplained 
vaginal bleeding. 

Cigarette smoking inc, cu r*=ses the risk of serious cardiovascular side effects from 
oral contraceptive use. This risk increases with age and with heavy smoking (15 
or more cigarettes per day) and is quite marked in women over 35 years of age. 
Women who use oral contraceptives are strongly advised not to smoke. 

Most side effects of the oil1 are not serious. The most common such effects are 

1Fa, nausea, vomiting. bl ceding between men8 trual periods, weight gain, breast tender- 
': ness. and difficulty wearing contact lenses. Tnese side effects, especially 

.J 
nausea and vomiting, may subside within the first three months of use. 

The serious sfde e ifects of the pill occur very infrequently, especially if you 
are in good health and are young. However. you should know that the following 



1 &. 3loods clots in the lets (thrombophlebitis~. lungs Ioulmcnary embolism) 
SZO r;sap or rupture of a bj& \Jesjzl in '-,hf krajn (~:--.'<a) !J~O-~ZCS of bjo& sir4 .+,. La L>b 
vessels in the heart (heart attack or angina pectoris: ,or other orzzns of the 
bodv. As mentioned above. smoking increases the risk of heart gttacks and 
S -l&es and subsequent serious medical consequences. 

2. Liver tumors. which may rupture and cause severe bleeding. A pcssible but 
not definite association has been found with the pill and i'ver cancer. However. 
liver cancers are extremely rare. The chance of deveicp'ng liver cancer from 
using the pill Ss thus even rarer. 

3. High blcod pressure, althocoh blood pressure usually ret::rns to normal when _ 
the p1 Ii is stopped. 

The svmotoms associated with these serious side effects are discussed in the 
' tajied lea-flee aiven to vou with your sue~iy of pills Ncti?v vour doctor or 

?&lth care provider if younotice any unusual physical disturban& while takinc 
the pill. In addition, drugs such as rifam=in. as well as scme anti-convulsant; 
and some antibiotics may decrease oral contraceptive effectiveness. 

Studies to date of women taking the pill have not shown an increase in the 
incidence of cancer of the breast or cervix. There is, 'however, insufficient 
evi dence to rule out the pcssibility that pills may cause such cancers. 

Taking the pill orovides some important non-contraceotive benefits. These 
incluae less painful menstruation. less menstrual blood loss and anemia, fewer 
pelvic infections, and fewer cancers of the ovary and the lining of the uterus. 

Be sure to discuss any medical condition you may have with your health care 
provider. Your health care provider will take a medical and family history 
before prescribing oral ccntraceptives and will examine you. Tne physical 
examination may be delayed to another time if you request it and the health care 
provider believes that it is a good medical practice to postpone it. You should 
be reexamined at least once a year while taking oral contraceptives. Tne 
detailed patient information booklet gives you further information which ycu 
should read and discuss with your health care provider. 

This product (like all oral contraceptives) is intended to prevent pregnancy. 
It does not protect against transmission of HIV (AIDS) and other sexually 
transmitted diseases such as chlamydia. gential herpes, genital warts, gonorrhea, 
hepatitis B, and syphilis. 



IMPORTANT POINTS TO REMEMBER 

BEFOZ YOU START TAKING YOUR PILLS: 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

EE SURE TO RE.43 THESE DIRECTIOl!S: 
Ef-- ;ur e you start taking your pills. 
.L--2Pbj me you are not sure what to do. 

TliE RIGHT WAY TO TAKE TiiE PILL IS TO TAKE ONE PILL EXRY DAY AT THE SAME 
T--MC L -.A-. 
If you miss pills you could get pregnant. This includes starting the pack 
1-a, i=.;= 
7-1 I. ir more pills you miss, the more likely you are to get pregnant. 

?&NY WOMEN HAVE S?O-i-XNG OR LIGHT BLEEDING. OR MAY FEEL SICK TO THEIR STOMACH 
EW.ING THE FIRST 1-3 PACKS OF PILLS. 
If you feel sick to your stomach. do not stop taking the pi 11. The problem 
by11 usually go away. If it doesn't, go away, check with your doctor or 
clinic. 

!ZSSiNG PILLS CAN ALSO CAUSE SPOlING OR LIGHT BLEEDING, even when you make 
~fi; these missed pills. 
Gz the days you take 2 pills to make up for missed pills, you could also feel 
e little sick to your stomach. 

IF YOU HAVE VOMITING OR DiARRHE4. for 
IF YOU TAKE SOME MEDICINES, including 
ark as well. 
vse a back-up method (such as condoms, 
your doctor or clinic. 

any reason, or 
some antibiotics, your pills may not 

foam, or sponge) until you check with 

TF YOU HAVE TROUBLE REMEMBERING TO TAKE THE PILL. talk to your doctor or 
cfinic about how to make pill -taking easier or about.using another method of 
birth control. 

I? YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMATTON IN THIS 
LZ4FLET, call your doctor or clinic. 



BEFORE YOU START TAKING YOUR PILLS 

1. DEl:IDE WHAT.TIME OF CAY YOU idANT TO TAKE YOUR PILL. 

.y 
It is important to take it at about the same time every da:~. 

2. LOOK AT YOUR PILL PACK TO SEE IF IT HAS 21 OR 28 PILLS: 

me 21-pill tack has 21 "active" [inse? L color] pills (with hcrmcnes) to take 
for 3 weeks, fcllcweS by 1 week without pills. 

Tine 2S-oil1 txck has 21 "active" 
for 3 weeks, 

[insert cclcr]~pills (with hormones) to take 
followed by I week of reminder Linsert ccicr] pills (without 

hormones). 

3. ALSO FIND: 

1) where on the pack to start taking pills. 

2) in what order to take the pills (follow the arrows) and 

3) the week numbers as shown in the picture below. 

I Diagram of 
pill pack, 

rlabel colors1 I 

0 . . BE SURE YOU HAVE READY AT ALL TIMES: 

ANOTHER KIND OF BIRTln' CONTROL (such as ccndcms. foam or sponge) to use as a 
back-up in case you miss pills. 

AN EXTRA, FULL PILL PACK. . 

WHEN TO START THE FTRST PACK OF PILLS: 

,;, 
You have a choice of which day to start taking your first pack of pills. Decide 
with your doctor or clinic which is the best day for you. Pick a time of day 
which will be easy to remember. 
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DAY I START: 

1 -. Take the first "active" [insert color] pill of the first pack during the 
f<rst 2Li hours of vcur ~?iGd. 

2. Ycu will 
starting 

SUNDAY START: 

not need tc us? a back-up method of bir:h ccntrci, since you are 
the pili at the beginning CC; yclur period. 

1. Take the first “active” [insert color] piii of the first pack on the Sundav 
after vcur oericd starts. even if you are still bleeding. If your period 
Lqins on Sunday, start the pack that same day. 

7 Use -. another method cf birth c,ontrcl as a back-up methcd ii you have sex 
anytime from the Suncay you start your first pack until the next Sunday (7 
days). Condoms, foam. or the sponge are good back-up methods of birth 
control. 

WHAT TO DO DURING THE MONTH: 

1. I& ONt PILL AI IHL SAME TiMt tVkKY DAY UNTIL THr PACK iS tMPTY. 

DC not skip pills even if you are 
periods or feel sick to your stomach 

DC not skip pills even if you do not 

2. HEN YOU FINISH A PACK OR SWITCH YOUR 

spotting or bleeding 
(nausea). 

have sex very oTten. 

BRAND OF PILLS: 

between monthly 

21 c-ills: Wait 7 days to start the next pack. You will probably have your 
period during that week. Be sure that no more than 7 days pass between 
&day packs. 

28 fills: Start the next pack on the day after your last "reminder" pill. 
DC not wait any days between packs. 



WHAT TO DO I' YOU MISS PILLS 

1-f y'ou MISS 1 [insert cclcr] "active" pill: 

1 -. Take it as soon as you remember. Taks the next pill at your reguiar 
time. T'nis means you may take 2 pills in 1 day. 

2. You do not need to use a back-up birth control method if you have sex. 

If you MISS 2 [insert cclcrj "active" pills in 2 row in WEEK I OR WEEK 2 of your 
pack: 

1. Take 2 pills on the day you remember and 2 pills the next day. 

2. Then take 1 pill a day until you finish the pack. 

3. You MAY BECOME PREGNANT if you have sex in the 7 davs after you miss 
pills. You MUST use ancth,. er birth ccntrcl method (such as condoms. 
foam. or sponge) as a back-up for those 7 days. 

If you MISS 2 [insert color] "active" pills in a row in THE 3rd WEEK: 

1. If you are a Day 1 Starter: 
THROW OUT the rest of the pill pack and start a new pack that same day. 

If you are a Sunday Starter: 
Keep taking 1 pill every day until Sunday. 
On Sunday, THROW OUT the rest of the pack and start a new pack of pills that 
same day. 

2. You may not have your period this month but this is expected. However, if 
you miss your period 2 months in a row. call your doctor or clinic because 
you might be'pregnant. 

3. You MAY BECOME PREGNANT if you have sex in the 7 davs after you miss pills. 
You MUST use another birth control method (such as condoms. foam. or sponge) 
as a back-up for those 7 days. 



if you are a Day 1 Starter: 
~~~t~!,j GUT the rest of the pi;1 pack and start a new pack that same day. 

If you are a Sunday Starter.- 
:<ecp takinc I pill every day until Sunday. 
On Sunday, -THRGW OUT the rest of the pack and start a nw pack of pills that 
same day. 

You may not have your period :his month but this is expected. Eowever. if 
you miss your period 2 months in a rw ca?: your doctor or clinic because 
you might be pregnant. 

You MAY 3ECOME PREGNANT if you have sex in the 7 davs after you miss pills. 
You MUST use another b irth control method (such as condoms, foam. or sponge) 
as a back-up for those 7 days. 

A REMINDER FOR THOSE ON 28-DAY PACKS: 
If ycu forget any of the 7 [insert color] "reminder" pills in Week 4: 

lHRO:+i AWAY the pills you missed. 

Keep taking I pill each day until the pack is empty. 

You do not need a back-up method. 

FINALLY, IF YOU ARE STILL NOT SURE WHAT TO DO ABOUT THE PILLS YOU HAVE MISSED: 

Use a BACK-UP METHOD anytime you have sex. 

KEE? TAKING ONE ACTIVE PILL E4CH DAY until you can reach your doctor or clinic. 

DATE OF LATEST REVISION: Aug 1% 
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This product (like 
It does not protect 

DESCRIPTION [Sup5 

INTXDUCTION 

a?7 ora? contraceptives) is intended to prevent pregnancy. 
against HIV (AIDS) and other sexually transmitted diseases. 

ied by manufacturer! 

Any-wcman who considers using oral contraceptives (the birth control pi71 or the 
pilij snould understand the bent,-l, -offs and risks of usinc this form of birth 
control . This 7eaflet will give you much of th e informa5on you wiii need to 
make this decision and will also you &m-mine if you are at risk of developing 
any of th, 0 serious side effects of the pill. It will tell you how to use the 
pi17 properly so that it will be as effective as possible. However. this leaflet 
is not a replacement for a ca, c refui discussion between you and your health care 
provider. You should discuss the information provided in this leaflet with him 
or her, both when you first start taking the pill and during your revisits. You 
should also follow your health care provider's advice with regard to regular 
check-ups while you are on the pill. 

EFFECTIVENESS OF ORAL COKTRACEPTIVES 

Oral contraceptives or "birth control pills" or "the pill" are used to prevent 
pregnancy and are more effective than other non-surgical methods of birth 
control. When they are taken correctly. the chance of becoming preanant is less 
than 1," (I pregnancy per 100 women per year of use> when used perfectly. without 
missing any pills. Typical failur, e rates are actually 3% per year. The chance 
of becoming pregnant increased with each missed pill during a menstrual cycle. 

In comoarison. typical failure rates for other non-surgica? methods of birth 
control during the first year of use are as foilows: 
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Comoarcson of reversible contraceptive methods: Percentage of women experiencing 
a cbxraceptive failure (pregnancy) during the first year of use. 

_____________.______.-..-.-.-.--...-----. -.--__*--...._-_-----.--------------.--- 

,- 
I?ethod 
.-_.__._____-_.__-__...-..".... 

. No contraception 

Spermicides 

Fericdic absti nence 

;j;hdrawal 
"C+ 

Given birth 
Never given birth 

Soonga - 
Given b 
Never g 

F 

irth 
iven birth 

Diaphragm 
Condom 

Female 
Male 

Fill 
Proaestin only 
Combined 

IUD 
Progesterone 
Copper T 380A 

InjectaBles 

Implant 
. . . . .._._._....................................-.................. . . . . . . . . . . . . . . . 

Emergency Contraceptive Pills: Treatment initiated within 72 hours after 
unprotected intercourse reduces the risk of pregnancy by at least 75%. 
Lactational Amenorrhea Method: LAJ4 is a highly effective, temporary method of 
contraception. 
.-....... . . . . . . . . . . . . ..~............~.... .e-...wwe............e..........v....... 

Adapted with permission'. 

% of Women Experiencing a 
Pregnancy within the 

First Year of Use 
Average Use Correct Use 

_--._______*-_____._--------..--..--....--.---.- 

85 85 

21 6 

20 l-9j 

19 4 

36 26 
18 9 

36 20 
18 9 

18 6 

21 
12 

3 
0.5 
0.1 

2 
0.8 

' Depending on method (calendar. ovulation. syptom-thermal) 



WHO SHOULD NOT TAKE ORAL CONTRACE?TIVES 

Cigarszze smok'ng increases the risk of serious rzrdiovascular side effects from 
oral c,ontraceotives use. This risk increases wi:h age and with heavy smoking (15 
or more cigarettes per da;!) and is quite marked in women over 35 years of age. 
Women iwilo us? oral contrtcectives are strongly advised not to smoke. 

Some women should not use the pill. For examp:;. you should not take the pill 
if you are pregnant or th:nk you may be pregnart. You should also not use the 
pill if you have zny of the following conditions: 

c A history of heart 
c 3iood CIOZS in the 

or eyes. 

attack or stroke. 

c A histcry of blood 
c Chest pain (angina 
c Known or suspected 

cervix or vagina. 

legs (thrombophlebit's). lungs (pulmonary embolism). 

clots in the deeq veins of your legs. 
oectoris). 
'breast cancer or cancer of the lining of the uterus, 

0 Unexplained vaginal bleeding (until a diagnosis is reached by your 
doctor). 

o Yellowing of the whites of the eyes or of the skin (jaundice) during 
pregnancy or during previous use of the pill. 

0 Liver tumor (benign or cancerous). 
0 Known or suspected pregnancy. 

Tell your health care provider if you have ev,. 0~ had any of these conditions. 
Your health care provia,, 'or can recommend a safer method of birth control. 

OTHER CONSIDERATIONS BEFORE TAKING ORAL CONTRACEPTIVES 

Tell your health care provider if you have: 

Breast nodules, fibrocystic disease of the breast, an abnormal breast 
x-ray or mammogram. 
Diabetes 
Elevated cholesterol or triglycerides 
High blood pressure 
Migraine or other headaches or epilepsy 
Mental depression 
Gallbladder. heart or kidney disease 
History of scanty or irregular menstrual periods 

Women with any of these conditions should be checked often by their health care 
provider if they choose to use oral contraceptives. 

Also, be sure to inform your doctor or health care provider if you smoke or are 
on any medications. 
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RISKS OF TAKING ORAL CONTRACEPTIVES 
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1. Risk of developing blood clots 

Bleed C 0;:~ and biockage of blood vessel 5 are t% most serious side eTfect.8 of 
takinc oral contraceptives. in particular, a clot in the legs can caus? 
throm&ohiebitis. and a clot that travels to the lL;ngs can cause suaden blocking 
of tlc;z '>Jessel carrying blood to the lungs. Rareiy, cloX occur in the blooa 
vessels of the eye and may cause blindness. double vision, or impaired vision. 

If you take oral contraceptives and need elective surgery, need to stay in bed 
for a brolonged illness or have recently delivered a baby, you may be at risk of 
deveic~ina blood clots. You should consult ycur doctor about stopping oral 
contracepiives thr ee to four weeks before surgery and not takinc oral contraceb- 
tives foI two week s after surgery or during bed rest. You shc;id also not take 
oral contraceptives soon after delivery of a bab;~. It is advisable to wait for 
,L jest four 
&- 

weeks after delivery if you are nsz breast feeding. If you are 
L feeding. vou should wait until you have weaned your child before using the 

pill. (See also -the section on Breast Feeding in (General Precautions.) 

2. Heart attacks and strokes 

Oral contraceptives may increase the tendency to develop strokes (stoppage or 
ruDtur2 of blood vessels in the brain) and angina pectoris and heart attacks 
(blockaae of blood vessels in the heart). Any of these conditions can cause 
death 0" disability. 

Smoking greatly increases the possibility of SLI I'fering heart attacks and strokes. 
Furthermore, smoking and the use of oral conLI Lnaceptives greatly increase the 
chances of developing and dying of heart disease. 

3. Gallbladder disease 

Oral contraceptive users probably have a greater risk than nonusers of having 
gallbladder disease, although this risk may be related to pills containing high 
doses of estrogens. 

4. Liver tumors 

In rare cases, oral contraceptives can cause benign but dangerous liver tumors. 
These benign liver tumors can rupture and cause fatal internal bleeding, In 
addition, a possible but not definite association has been found with the pill 
and liver cancers in two studies, in which a few women who developed these very 
rare cancers were found to have used oral contraceptives for long periods. How- 
ever, liver cancers are extremely rare. Tne chance of developing liver cancer 
from using the pill is thus even rarer. 

5. Cancer of the reproductive organs and breasts. 

'- / 
There is. at present, no confirmed evidence that oral contraceptives increase the 
risk of cancer of the reproductive organs in human studies. Several studies have 
found no overall increase in the risk of developing breast cancer. However, 



ESTIMATED RISK OF DEATH FROM A BIRTH CONTROL MtiHOD OR PREGNANCY 

All methods of birth control and pregnancy are associated with a risk of develop- 
inc certain diseases which may lead to disability or death. An estimate of the 
nu;l"iber of deat,hs a ssociated with C; +ifferent methocs of birth control and pregnancy 
has been caictllated and is shown in the i~li~~:‘~g table. 

ANNiJAL NLJMBER 0' BIRTH-RELATED OR METHCD- 
RELATED DEATHS ASSOCIATED WITH CONTROL 3F 

FERTILITY PER 100.000 NONSTERILE WOMEN, 3Y 
FERTILITY CONTROL METh'OD ACCCRDING TO AGE 

llemoc; of control 
and outcome 

NG ferr,i 1 i ty 
control methods* 

15-19 20-24 25-29 30-34 35-39 40-44 

7.0 7.4 9.1 14.8 25.7 28.2 

Oral contraceptives 
non-smoker* 

Oral contraceptives 
smoker* 

IUD* 

Condom" 

Diaphragmlspermicide* 

Periodic abstinence* 

*Deaths are birth related 
*Deaths are method related 

0.3 0.5 0.9 1.9 13.8 31.6 

2.2 3.4 6.6 13.5 51.1 117.2 

0.8 0.8 1.0 1.0 1.4 1.4 

1.1 1.6 0.7 0.2 0.3 0.4 

1.9 1.2 1.2 1.3 2.2 2.8 

2.5 1.6 1.6 1.7 2.9 3.6 8 

In the above table, the risk of death from any birth control method is less than 
the risk of childbirth, except for oral contraceptive users over the age of 35 
who smoke and pill users over the age of 40 even if they do not smoke. It can 
be seen in the table that for women aged 15 to 3,. 0 the risk of death was highest 
with pregnancy (7-26 deaths per 100.00 women, depending on age). Among pill 
users who do not smoke. the risk of death is always lower than that associated 
with pregnancy for any age group, although over the age of 40. the risk increases 
to 32 deaths per 100.000 women, compared to 28 associated with pregnancy at that 



aoe. ~+GWW!27. for oilI users who smoke and are GV?r the ace of 35, the estimated 
nGm+r of p?~?s exceeds Those for G;bszr ;i;z;h&C If hi rr$ q~.~n~roj. If a woman 
is OVS?- The 322 07 r 4l and smokes. her estimated risk of death is four times 
hj gher (II;;:, jrj.000 wooer;) than the astimatec r?sk associated with pregnancy 
(28/~00,000 wcnsr;) ir, what apz group. , 

The scgg&ion tha; women GV?!- 4@ whc dG nGt SiXke ShGUld nGt take oral csn'ra- 
c-pi-jves j s i;aszC: on j nfor;na;j on from older high-,dGse piils and on less selective 
use of piiis than is prsc:iczd Today. An Advisory Committee of the FDA djsczssed 
j-his issue jn e19E.g and recommended that the benefits of oral contraceptive use 
by healthy, ncn-smoking women over 40 years of age may outweigh the possible 
risks. HGCVE?. all women, especially older wcmen. are cautioned to use the 
lGW& dGSe 9; ;; that is effective, 

\JARNING SIGNALS 

If any of these adverse effects occ!.!r whiie ycu are taking oral contracqt?ves. 
cali your doctcr immediately: 

0 

0 

0 

0 

0 

0 

0 

0 

0 

Sharp chest pain, 
(jndjcatj 

coughing of blood, or szdden shortness of breath 
ng a possible clot in the lung) 

Pain in the calf 
(indicating a possibie ciot in the leg) 
Crusning chest pain or heaviness in the c&t 
(indicating a possible heart attack) 
Sudden severe headache or vomiting, dizziness or fainting. disturbances 
of vision or speech, weakness, or numbness in an arm or leg 
(indicatina a possible stroke) 
Sudden pa&al or complete loss of vision 
(indicating a possible clot in the eye) 
Breast lumps 
(indicating pass: ble breast cancer or fibrocystic disease of the breast; 
ask your doctor or health care provider to show you how to examine your 
breasts) 
Sev ere pain or tenderness in the Stomach area 
(indicating a possibly ruptured liver tumor) 
Difficulty in sleeping, weakness. lack of energy. fatigue, or change in 
mood (pGSSi bly indi eating severe depression) 
Jaundice or a yeliowing of the skin or eyeballs, accompanied frequently 
by fever, fatigue. loss of appetite, dark Colored urine, or light colored 
bowel movements (indicating possible liver problems) 



SIDE EFFECTS OF !RAL CONTRACEPTIVES 

1 -. Vaginal bieecing 

i IrregLilar vaginc -; biding Gr SpGttin!: may GCC:f whjie you fre taking the pill. 
Irregular bl &ina may vary from siiiht staining &tween menstrual periods to 
b Tea:< L; II ‘-h-~ugh bleeding which is a flow much like a regular period. Irregtilar 
bleeding occurs nest often dur'ng the first few ,mn?% of orzi contraceptive use 
but may also occur after you have been taking the pill for some time. Such 
bleeding may be temporary and usually does not indicate any serious problems. 
it is important to continue taking your pills on schedule. if the bleeding r 
occurs in more than one Cycle or lasts fGr more than a fe?i days. talk to your 
doctor or health care provider. 

2. Contact lenses 

ii you wear contact ienses and notice a change in vision or an i nab-j 1 j ty to ppar 

yGUr ienses. corzct your dGCtGr or health care provider. 

3. Lent% Fluid r= 

Oral contrace ptjves may cause edema (fluid retention) with Swelling of the 
fingers or ankles and may raise your blood pressure. If you experience fluid 
retentjon, cmtzct your doctor or health care provider. 

4. Meiasma 

A spotty darkening of the skin is possible. particularly of the face. 

5. Other side effects 

Other side effects may include change in appetite, headache, nervousness, 
depression, dizziness, loss of scalp hair, rash, and vaginal infections. 

if any of these side effects bother you, call your dcctor or health care 
provider. 

GENERAL PRECAUTiONS 

1. Missed periods and use of oral contraceptives before or during early 
pregnancy. 

There may be times when you may not menstruo L, -+e regularly after you have completed 
taking a cycle of pills. If you have taken your pills regularly and miss one 
menstrual period. continue taking your pills for the next cycle but be sure to 
inform your health care provider before doing so. If you have not taken the 

P 
pills daily as instructed and missed a menstrual period, or if you missed two 

; 
consecutive menstrual periods, you may be pregnant. Check with your health care 
provider immediately to determine whether you are pregnant. Do not continue tG 
take oral contraceptives until you are sure you are not pregnant, but continue 
to use another method of contraception. 



There j s no c~r;clus~ve F/i dence that oral cortr3zeoti ve use is associated with 
an fnc-ease in sj rr? defects, wnen tZkSl inacv2rtently during early pregnancy. 
?rev’cus?y. a : * =Pld jtlJdj ej had reqorted tba, sra 1 contraceptives might be 
assoc:ate~ wjtn bj r;h defects, but these, s:;;'as have IIO'L been confirmed. 
Never;heless. cral c;mraceptives or a,ny other, Crzp should not be used during 
pregnancy unless clearly necessary and prescrXo*: oy your doctor.,. Yo! should 
&cj; ~,qj::h your doctor about risks tG your unbar: ,cnild of any medication taken 
during ?regnanc;J. 

2. While brzst feetiina 

If you are breast feeding, consult ycur doctor before starting oral contraceo- 
ti ves. Some of the drug will be passed on TLO the child in the milk. A few 
adverse effects an the child have been reported. including yellowing of the skin 
(Jaund!ce) and St-east enlargement. In addition, .:ra 1 contraceptives may decrease 
the amount and ,cuality of your milk. if possible. ,do not use oral contraceptives 
while breast fesdinc. You should use anot%? method of contraception since 
breast I 'ceding provi:es only partial protection from becoming pregnant and this 
partial protection ciecrezszs sic,ni ficantly as ycu breast feea for longer periods 
of time. You shouid consider starting oral contraceptives only after you have 
weaned your child completely. 

3. Laboratory tests 

If you are scheduled for any laboratory tests. tell your doctor you are taking 
birth control pills. Certain blood tests may be affected by birth control pills. 

4. Drug interactions 

Certain drugs may interact with birth control p: I / .-is to make them less effective 
in preventing pregnancy or cause an increase in breakthrough bleeding. Such 
drugs include rifampin. drucs used for epileosv such as barbiturates (for 
example, phenobarbital) and $henytoin (Dilan,. ++n -is one brand of this drug), 
phenobarbital) and phenytoin (Dilantin is one br,,, ==d of this drug, phenylbutazone 
(Butazolidin is one brand) and possibly certain antibiotics. You may need to use 
additional contracqtion when you tak, 1 drugs which can make oral contraceptives 
1 ess effectil ve. 

5. Sexually transmitted diseases 

This product (like all oral contraceptives) is intended to prevent pregnancy. 
It does not protect against transmission of HIV (AIDS) and other sexually 
transmitted diseases such as chlamydia. genital herpes, gential warts, gonorrhea. 
hepatitis B. and syphilis. 



HOW TO TAKE THE PILL 

IMPORTANT POINTS TO REMEMBER 

BEFORE YOU START TAKING YOUR PILLS: 

1. BE SURE TO READ THESE DIRECTIONS: 
Before you start taking your piils. 
Anytime you ar, 0 not sure what to do. 

2. -F;hEUGHT GAY TO TAKE THE PILL IS TO TAKE ONE PILL EVERY DAY AT THE SAME 

If YOU m:ss pills ycu could get pregnant. 
late. 

Ti;is includes starting.the pack 

The more pills you miss, the more likely you are to get pregnant., 

3. MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDiNG. OR MAY FEEL SICK TO THEIR STOMACH 
DURING THE FIRST 1-3 PACKS OF PILLS. 
if you fee 1 sick to your stomach. do not stop taking the pill. The problem 
will usually go away. If it doesn't go away, check with your doctor or 
clinic. 

4 
. MISSING PILLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING, even when you make 

up these missed pills. 
On the days you take 2 pills to make up for missed pills. you could also feel 
a little sick to your stomach. 

5. IF YOU HAVE VOMITING OR DIARRHEA. for any reason. or 
IF YOU TAKE SOME MEDICINES. including some antibiotics, your pills 
work as well. 

may not 

Use a back-up method (such as condoms. Toam. or sponge) until you check with 
your doctor or clinic. 

6. IF YOU HAVE TROUBLE REMEMBERING TO TAKE THE PILL, talk to your doctor or 
clinic about how to make pill-taking easier or about using another method of 
birth control. 

7. IF YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMATION IN THIS 
LEAFLET, call your doctor or clinic. 

BEFORE YOU START TAKING YOUR PILLS 

1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL. 

\ J It is important to take it at about the same time every day 



2. LOOK AT YOUR PILL PACK TO SEE IF IT HAS 21 3R 23 PILLS: 

Tie 2B-oil1 oack has 21 "active" [insert coior]-pills (with hormones) to take 
for 3 weeks. followed by I week of reminc'zr Linsert co?or] pilis (without 
hormones). 

3. ALSO FIND: 

1) where on the pack to start taking pills, 

2) jn what order to take :he pills (fOilOw the arrows) and 

3) the week numbers as shown in the picture below. 

[Picture of pill pack is not n eeded if it appears on a separate brief summary.] 

4 . BE SURE YOU HAVE READY AT ALL TIMES: 

ANOTHER KIND OF BIRTH CONTROL (Such as condoms, foam or sponge) to use as a 
back-up in case you miss pills. 

AN EXTRA. FULL PILL PACK. 

WHEN TO START THE FTRST PACK OF PILLS: L 

You have a choice of which day to start taking your first pack of pills. Decide 
with.your doctor or clinic which is the best day for you. Pick a time of day 
which will be easy to remember. 

DAY 1 START: 

1. Take the first "active" [insert color] pill of the first pack during the 
first 24 hours of vour period. 

2. You will not need to use a back-up method of birth control, since you are 
',j' starting the pill at the beginning of your period. 



SUNDAY START: 

1 -. 
T<:;e the first "active" [insert co-crj pill of the firs;: pack on the sunqav 

after VOIJ~ oericd starts. even ?f JJOU are STi’i blee%ding. If your per;& 
basins on Sunday, siart the pack :,:a: same day. 

2. use anot&+ method of birth c?z%l as a back-up method 
anytime from the Sunday you star: your first pack until 
(7 days). Condoms, foam. or the sponc~e ara good back-up 
control. 

if ycu have sex 
the next Sunday 

methods of birth 

WHAT TO DO CURING THE MONTH: 

1. ME ONt PIiL AI ~tit, SAMt rlMt EVtriY LtAY li~%lL IH~ PACK IS tMPTY. 

,Do not skin pills even if you are spotting or bleeding between monthly 
periods or 'feal sick to your stomach (nausea). 

Do not skip pills even if you do not have sex 

2. WHEN YOU FINISH A PACK OR SWITCH YOUR BRAND OF 

very often. 

PILLS: 

21 fills: Wait 7 days to start the next pack. You will probably have your 
period during that week. Be sure that no more than 7 days pass between 
21-day packs. 

28 o-ills: Start the next pack on the day after your last "reminder" pill. 
Do not wait any days between. packs. 

WHAT TO DO IF YOU MISS PILLS 

If you MISS 1 [insert color] "active" pill: 

1 A. Take it as soon as you rewber. Take the next pill at your regular 
time. This means you may take 2 pills in 1 day. 

2. You do not need to use a back-up birth control method if you have sex. 



3. You MAY BECOME GEGNANT if you have 52.x in the 7 davs after you miss 
pills. YOU MUST use another birth control method (such as condoms. 
foam, or sponge) as a back-up for those 7 days. 

if you MISS 2 [insert color] "active" pills in a row 

2. 

3. 

If you are a Sunday Starter: 
Keep takina 1 pfil every day until Sunday. 
On Sunday. dTHRC'~ OUT the rest of the pack and 
that same day. 

in THE 3rd WEEK: 

start a new pack of pjlls 

You may not have your perjod thjs month but this, is expected. However, 
if you miss your period 2 months in a row. call your doctor or clln?c 
because you might be pregnant. 

You MAY BECOME PREGNANT if you hav, * sex in the 7 davs after you miss 
pills. YOU MUST use another bjrth control method (such as condoms, 
foam, or sponge) as a back-up for those 7 days. 

If you MISS 3 OR MORE [insert color] "active" p'iiis in a row (during 
3 weeks). 

1 A. If you are a Day 1 Starter: 
THROW OUT the rest of the pill pack and start a new pack 
day. 

the fi rst 

that same 

If you are a Sunday Starter: 
Keep taking 1 pill every day until Sunday. 
On Sunday, THROW OUT the rest of the pack and start a new pack of 
pills that same day. 

2. You may not have your period this month but this is expected. 
However. if you miss your p-. Oriod 2 months in a row, call your doctor 
or clinic because you might be pregnant. 

You MAY BECOME PREGNANT if you have sex in the 7 davs after you miss 
pills. You MUST use another birth control method (such as condoms, 
foam, or sponge) as a back-up for those 7 days. 



A REtiINDER FOR -#OSE ON B-DAY PACKS: 
If you forget any of the 7 [insert ceior] "rzzincer" pii!s in Week 3: 

THROW AWAY the pills ;iou missed. 

Keep taking 1 piil e2ci-i day cncil the pack is z?pty. 

You do not need a back-up method. 

FINALLY, IF YDU ARE STILL NOT SURE WAT TO DO ASCUT THE PILLS YOU HAVE MISSED: 

use a BACK-U? ME%OD anytime you have sex. 

KEE? TAKING ONE ACTIVE PILL EACH DAY until you czn reach ycur doctcr or clinic. 

PREGNANCY DUE TO PILL FAILURE 

Tne incidence of pill failure resulting in pregnancy is approximately one percent 
(i .e., one pregnancy per 100 women per year) if taken every day as directed, but 
more typical failure rates are about 3%. if failure does occur, the risk to the 
fetus is minimal. 

PREGNANCY AFi-ER STOPPING THE PILL 

There may be some delay in becoming pregnant after you stop using oral contracep- 
tives, especially if you had irregular menstrual cycles before you used oral con- 
traceptives. It may be advisable to postpone conception until you begin menstru- 
ation' regularly once you have stopped taking the pill and desire pregnancy. 

There does not appear to be any inc cy =se in birth defects in newborn babies when 
pregnancy occurs soon after stopping the pill. 

OVERDOSAGE 

Serious ill effects have not been reported following ingestion of large doses of 
oral contraceptives by young children. Overdosage may cause nausea anti with- 
drawal bleeding in females. In case of overdosage. contact your health care 
provider or pharmacist. 



OTHER INFGRMATION 
f 

HEALTH BENEfiTS FROM ORAL C3NTRAC5FTIVES 

In additi:on to preventing pregnancy. use Gf oral contraceotives may provide 
certain benefits. Tney are: 

G 
0 

0 

0 
0 
0 
0 

menstrual cycles may become more regular 
!dc~d,~ow during menstruaticn may be iighter and less iron may be lost. 

L e. anemia due to iron defici- txy is less likely to oc'ur. 
paifi?or other symptoms dur?ng menxruation may be encounteredcless 
frequently. 
ectopic (tubal) pregnancy may occur iess frequently 
noncancerous cysts or lumps 7n the breast may occur less frequently 
acute pelvic inflammatory djsease may occur less freauentlv 
oral contraceptive use may provide som2 protection aga3nst deveiopino two 
forms of cancer: cancer of A. 
uterus. 

Lne ovaries and cancer of the iining'of-The 

Ii you want more 
pharmacist, 

information about birth control piils, ask your doctor or 
They have a more technical leafiet 

tion which you may wish to read. 
called the Prescribing informa- 
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